-13- 



WE CLAIM: 

1. A parathyroid hormone solution comprising: 

(a) a therapeutically effective amount of a 
parathyroid hormone ; 

(b) an effective amount of a stabilizing agent; 

(c) a buffering agent in an amount sufficient to 
maintain the pH of the composition within a range 
of about 3-7; and 

(d) the balance being water. 

2. The solution of claim 1, wherein the hormone is a 
1^ fragmented hormone selected from the group 

P consisting of PTH(l-34), PTH(l-37), PTH(l-38), and 

U! PTH (1-1041). 
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3. The solution of claim 1, wherein the hormone is 
human PTH(l-34) (SEQ ID NO: 2). 

4. The solution of claim 1, wherein the hormone is 

human PTH(l-84) (SEQ ID NO: 1) . 

r 

W 5. The solution of claim 1, wherein the stabilizing 

fx! 

q agent is a polyol. 

6. The solution of claim 5, wherein the polyol is 
mannitol . 

7. The solution of claim 5, wherein the polyol is 
propylene glycol . 

8. The solution of claim 1, wherein the buffering 
agent is an acetate or tartrate source. 

9. The solution of claim 8, wherein the buffering 
agent is acetate. 

10. The solution of claim 1, which further comprises a 
parenterally acceptable preservative. 

11. The solution of claim 10, wherein the preservative 
is m-cresol or benzyl alcohol. 
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12. The solution of claim 11, wherein the preservative 
is m-cresol. 

13. A composition according to claim 1, in the form of 
a freeze-dried powder containing less than 2% 
water by weight . 

14. A parathyroid hormone solution comprising: 

(a) a therapeutically effective amount of a 
parathyroid hormone; 

(b) from about 1 to 20 wt-% of a stabilizing 
agent ; 

(c) a buffering agent in an amount sufficient to 
maintain the pH of the composition within a range 

S| of about 3-7 and selected from an acetate 

a 11 

ortartrate source; 

Q (d) from about 0 . 1 to 2 wt-% of a parenterally 

tii 

J* acceptable preservative; and * 

p (e) the balance being water. 

|1| 15. The solution of claim 14, wherein the hormone is 

2 PTH(l-84) . 

M 

fij 16. The solution of claim 14, wherein the hormone is 

selected from the group consisting of PTH(l-34), 
PTH(l-37), PTH(l-38), and PTH(1-41). 

17. The solution of claim 16, wherein the hormone is 
human PTH(l-34) (SEQ ID NO: 2). 

18. The solution of claim 14, wherein the stabilizing 
agent is a polyol in an amount of about 3 to about 
10 wt-%. 

19. The solution of claim 14, wherein the 
preservative is m-cresol or benzylalcohol in an 
amount of about 0.3 to about 1.0 wt-%. 

20. A pharmaceutical composition in the form of a 
freeze-dried powder comprising: 
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(a) a therapeutically effective amount of a 
fragmented parathyroid hormone selected from the 
group consisting of PTH(l-34), PTH(l-3 7) , 
PTH(l-20 38), and PTH(1-41); 

(b) an effective amount of a stabilizing agent; 

(c) a buffering agent in an amount sufficient to 
maintain the pH of the composition within a range 
of about 3-7; and 

(d) less than 2 wt-% water by weight. 

The composition of claim 20, wherein the hormone 

is human PTH(l-34) (SEQ ID NO: 2). 

The composition of claim 20, wherein the 

stabilizing agent is selected from the group 

consisting of glycine, mannitol, sucrose, 

trehalose, raffinose and a mixture thereof. 

The composition of claim 20, wherein the buffering 

agent is an acetate or tartrate source. 

The composition of claim 23, wherein the buffering 

agent is a tartrate source. 

The composition of claim 20, wherein the 

stabilizing agent is in an amount of about 1 to 

about 20 wt-%. 



